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Kapitel 1

Erstlinientherapie von Patienten, die sich für eine autologe
Transplantation eignen: Wie wichtig ist die primäre Quadruplet-
Therapie



Seite 563rd ASH Meeting 2021

Prof. Dr. med. Katja Weisel
Universitätsklinikum Hamburg-Eppendorf

Daratumumab (DARA) Plus Lenalidomide, Bortezomib, and Dexamethasone (RVd) in Patients (Pts) with 
Transplant-Eligible Newly Diagnosed Multiple Myeloma (NDMM): Updated Analysis of Griffin after 24 Months 
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Addition of Isatuximab to Lenalidomide, Bortezomib and Dexamethasone As Induction Therapy for Newly-
Diagnosed, Transplant-Eligible Multiple Myeloma Patients: The Phase III GMMG-HD7 Trial
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Kapitel 2

Rolle der bispezifischen Antikörper in der Rezidivtherapie: 
Ausblick auf einen zukünftigen Standard?



Seite 1563rd ASH Meeting 2021

Prof. Dr. med. Katja Weisel
Universitätsklinikum Hamburg-Eppendorf

Updated Results from MajesTEC-1: Phase 1/2 Study of Teclistamab, a B-Cell Maturation 
Antigen x CD3 Bispecific Antibody, in Relapsed/Refractory Multiple Myeloma

896

Philippe Moreau1*, Saad Z Usmani2, Alfred Garfall3, Niels WCJ van de Donk4, Hareth Nahi5, Jesús F San-Miguel6, 
Albert Oriol7, Ajay Nooka8, Thomas Martin9, Laura Rosinol10, Ajai Chari11, Lionel Karlin12, Lotfi Benboubker13, 
Maria-Victoria Mateos14, Nizar Bahlis15, Rakesh Popat16, Britta Besemer17, Joaquín Martínez-López18, 
Surbhi Sidana19, Lixia Pei20, Danielle Trancucci20, Raluca Verona21, Suzette Girgis21, Yunsi Olyslager22, 
Mindy Jaffe20, Clarissa Uhlar21, Tara Stephenson21, Rian Van Rampelbergh22, Arnob Banerjee21, 
Jenna D Goldberg20, Rachel Kobos20, Amrita Krishnan23

• 1Clinical Hematology, University Hospital Hôtel-Dieu, Nantes, France; 2Levine Cancer Institute, Charlotte, NC, USA; 3Abramson Cancer Center, Perelman School of Medicine, University 
of Pennsylvania, Philadelphia, PA, USA; 4Amsterdam University Medical Center, Vrije Universiteit Amsterdam, Amsterdam, Netherlands; 5Karolinska University Hospital at Huddinge, 
Stockholm, Sweden; 6University of Navarra, Pamplona, Spain; 7Hospital Germans Trias i Pujol, Badalona, Barcelona, Spain; 8Winship Cancer Institute, Emory University, Atlanta, GA, USA; 
9UCSF Helen Diller Family Comprehensive Cancer Center, San Francisco, CA, USA; 10Hospital Clínic, IDIBAPS, University of Barcelona, Barcelona, Spain; 11Mount Sinai School of Medicine, 
New York, NY, USA; 12Centre Hospitalier Lyon Sud, Pierre-Bénite, France; 13Hôpital Bretonneau, Centre Hospitalier Régional Universitaire, Tours, France; 14University Hospital of 
Salamanca/IBSAL/CIC/CIBERONC, Salamanca, Spain; 15Arnie Charbonneau Cancer Institute, University of Calgary, Calgary, AB, Canada; 16University College London Hospitals, NHS 
Foundation Trust, London, UK; 17University of Tuebingen, Tuebingen, Germany; 18HematologÍa Hospital 12 de Octubre, Madrid, Spain; 19Stanford University School of Medicine, 
Stanford, CA, USA; 20Janssen Research & Development, Raritan, NJ, USA; 21Janssen Research & Development, Spring House, PA, USA; 22Janssen Research & Development, Beerse, 
Belgium; 23City of Hope Comprehensive Cancer Center, Duarte, CA, USA



Seite 1663rd ASH Meeting 2021

Prof. Dr. med. Katja Weisel
Universitätsklinikum Hamburg-Eppendorf

Ergebnisse zum neuen, bispezifischen Anti-BCMA Ak Teclistamab

 Teclistamab (JNJ-64007957) is an off-the-shelf, T-cell redirecting, bispecific 
antibody that binds to CD3 on 
T cells and BCMA on plasma cells to mediate 
T-cell activation and subsequent lysis of 
BCMA-expressing MM cells

 The phase 1 portion of the MajesTEC-1 
study identified the RP2D for teclistamab monotherapy: 1.5 mg/kg 
subcutaneous (SC) QW with step-up doses of 0.06 and 0.3 mg/kg3

 Here the present pivotal phase 1/2 data from the 1.5 mg/kg dose of 
MajesTEC-1 (NCT03145181; NCT04557098) is presented

Majes-TEC-1 Studie

SCREENING

Cohort A                           (triple-
class exposed)

Key eligibility criteria

• Measurable MM 

• RRMM, ≥3PL

• Prior PI, IMiD, and anti-CD38

• No prior BCMA therapy

TREATMENT

Week 1
• Step-up doses of 

teclistamab SC 
(0.06 and 0.3 
mg/kg)

Cycles 1+ 
• Weekly 

treatment dose 
of teclistamab SC 
1.5 mg/kg

• Continue until 
progressive 
disease

POSTTREATMENT

Follow-up 
2 years after LPI
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Ergebnisse zum neuen, bispezifischen Anti-BCMA Ak Teclistamab

Majes-TEC-1 Studie

Characteristic Safety Analysis 
N=165

Age (years), median (range)

Age ≥75 years, n (%)

Prior lines of therapy, median (range)

Exposure status, n (%)

Triple-class exposedf

Penta-drug exposedg

Selinexor

Refractory status, n (%)

Triple-class refractoryf

Penta-drug refractoryg

Refractory to last line of therapy

Median DOR not reached 
Event-free rate for responders

6 month: 92.5% (95% CI: 80.6–97.2)
9 month: 85.9% (95% CI: 70.0–93.7)

PFS rates
6 month: 64.4% (95% CI: 56.0–71.7) 
9 month: 58.5% (95% CI: 48.8–67.0)
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Ergebnisse zum neuen, bispezifischen Anti-BCMA Ak Teclistamab

Majes-TEC-1 Studie

Safety Analysis Set
N=165

AEs ≥20%, n (%) Any Grade Grade 3/4

Hematologic

Neutropenia 108 (65.5) 94 (57.0)

Anemia 82 (49.7) 57 (34.5)

Thrombocytopenia 63 (38.2) 35 (21.2)

Lymphopenia 56 (33.9) 53 (32.1)

Nonhematologic

CRS 118 (71.5) 1 (0.6)

Injection site erythema 42 (25.5) 0 (0)

Fatigue 41 (24.8) 3 (1.8)

Nausea 40 (24.2) 1 (0.6)

Headache 36 (21.8) 1 (0.6)

Diarrhea 34 (20.6) 4 (2.4)

• 62% ORR with responses that were durable and deepened over 
time in this heavily pre-treated population

• Teclistamab was well tolerated; no patients required dose 
reduction

– The most common AEs were CRS and hematologic events; CRS 
events were low grade

– ICANS events were rare, were all grade 1/2, 

– These data support teclistamab as a promising new, off-
the-shelf, T-cell redirecting therapy targeting BCMA for 
patients with RRMM
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Kapitel 3

Nach Zulassung der CAR-T Zellbehandlung für das rezidivierte 
Multiple Myelom: Was sind die neuen Ergebnisse?



Seite 2063rd ASH Meeting 2021

Prof. Dr. med. Katja Weisel
Universitätsklinikum Hamburg-Eppendorf

Updated Results from CARTITUDE-1: Phase 1b/2Study of Ciltacabtagene Autoleucel, a B-
Cell Maturation Antigen–Directed Chimeric Antigen Receptor T Cell Therapy, in Patients 
With Relapsed/Refractory Multiple Myeloma
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Cilta-Cel in der Therapie des RRMM

Ciltacabtagene autoleucel (cilta-cel; JNJ-68284528) is a chimeric 
antigen receptor T-cell therapy for the treatment of patients with 
RRMM

In the phase 1b/2 CARTITUDE-1 study, early, deep, and durable 
responses were observed with a single cilta-cel infusion in heavily 
pretreated patients with RRMM
Here, updated results are reported from the CARTITUDE-1 study with 
a longer duration of follow-up (median ~2 years)

Key eligibility criteria
 Progressive MM per IMWG criteria
 ECOG PS ≤1 
 Measurable disease
 ≥3 prior therapies or double refractory
 Prior PI, IMiD, anti-CD38 antibody exposure

Update nach 2 Jahren Nachbeobachtung

VHHVHH

Binding domains

CD3z

4-1BB

Cilta-cel
2 BCMA-targeting single-domain antibodies 

designed to confer avidity Follow-up

Posttreatment assessments
(day 101 up to end of cohort)

Safety, efficacy, PK, PD, biomarker

Postinfusion assessments (day 1 to 
100)

Safety, efficacy, PK, PD, biomarker

Cilta-cel infusion 
Target: 0.75×106 (0.5–1.0×106) 
CAR+ viable T cells/kg (day 1)

Cy (300 mg/m2) + Flu (30 mg/m2)
(day -5 to -3)

Bridging therapyb (as needed)

Apheresis

Screening (1 to ≤28 days)
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Cilta-Cel in der Therapie des RRMM

Update nach 2 Jahren Nachbeobachtung

3,1%
12,4%

82,5%
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40%

60%
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 %
 

ORR: 97.9% (95/97)

sCR VGPR PRBest response =

≥VGPR: 
94.9%

Characteristics N=97

Prior lines of therapy, median (range) 6.0 (3–18)

Prior lines of therapy, n (%)

≥5 64 (66.0)

Triple-class exposed,b n (%) 97 (100)

Penta-drug exposed,c n (%) 81 (83.5)

Triple-class refractoryb 85 (87.6)

Penta-drug refractoryc 41 (42.3)

Refractory status, n (%)

Carfilzomib 63 (64.9)

Pomalidomide 81 (83.5)

Anti-CD38 antibody 96 (99.0)
Refractory to last line of therapy, n 
(%)

96 (99.0)

Years since diagnosis, median (range) 5.9 (1.6–18.2)

• 2-year PFS and OS rates were 60.5% 
and 74.0%, respectively
• MRD negativity (at 10-5) was achieved 
in 92% of evaluable patients
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Zusammenfassung | Take-Home-Messages

• In der Erstlinientherapie der transplantierbaren Patienten ist die Quadruplet-
Therapie unbedingt in der Induktionsbehandlung anzustreben und etabliert sich 
weiter als Standard mit den besten Remissions- und PFS Daten, die bisher erreicht 
wurden

• In Deutschland zugelassen: D-VTd für Induktion und Konsolidierung
• In der Rezidivtherapie liegen nun deutlich konsolidiertere Daten für die CAR-T 

Zelltherapie und die bispezifischen Antikörper vor
• Bispezifische Antikörper sind off-the-shelf verfügbar, zeigen hohes Ansprechen, das 

Nebenwirkungsprofil ist günstig
• CAR-T Zelltherapie, insbesondere mit Cilta-Cel, zeigen die bislang besten 

Ansprechraten, die je in Rezidivtherapien erreicht wurden und setzen sich auch 
zunehmend in günstige Ansprechdauern und PFS Daten um
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